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Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

Yes @)

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

D,

4. Do you have any comments or concerns you wish to share with the investigators?

* Bitwic background: __ Ao v Repicmonn

Gender: Male  Female yal

e Ob

7 Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.
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Downlead and save this Microsoft Word document. Fill out the docwmnent, and e-
mail it to Arletta.vanbreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

YES

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

YES

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below)

o -

4. Do you have any comments or concerns you wish to share with the investigators?

Age: 50 Ethnic background: Caucasian

Gender: Male ~ Female X

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



FEED A CKFCGIEM

Pownload and save this Microsoft Word documient. Fill out the decument, and e-
mail it to Arletta.vanbreda@inceva.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

YES

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

YES

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type

Yes or No in the space below)

YES

4. Do you have any comments or concerns you wish to share with the investigators?

Yes I think you are way behind in getting started. I would have thought that being No VA
is at the forefront of technology you would have been at the front of this trial not at the
back. But hey better late than never. Loudoun Resident

Age: 42 Ethnic background ___white

Gender: Male_ X Female

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



‘ FiZLLDBACK FORM

Download and save this Microsoft Word document. Fill out the docuinent, and e-
mail it to Arletta.vanbreda@ingva.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

YES

2. If you were severely injured and bleeding and were being treated by the paramedics in
your corarnunity, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

YES

3. Jf a family member of yours were severely injured and bleeding and were to be treated

by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below)

@ vES

4. Do you have any comments or concerns you wish to share with the investigators?

Age: 50 Ethnic background: Caucasian

Gender: Male __~ Female X

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.
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Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

Yes No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

Yes No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?
Yes No

4. Do you have any comments or concerns you wish to share with the investigators?

Ethnic background:

Gender: Male ~ Female

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



‘ FEEDBACK FORI,

Download and save this Microsoft Word document. Fill out the document, and e-
mail it to Arletta.vanbreda@inova.con.

1. Would you support conducting a study such as the one cescribed in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

Yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

Yes

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below)

. Yes

4. Do you have any comments or concerns you wish to share with the investigators?

T .

Age: 58 Ethnic background:

Gender: Male X Female

Thank you for your participation today.
‘ Please call Arletta VanBreda at 703-504-3071 if you have any other questions.
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Download and save this Microsoft Werd document. Fill out the document, and e-
mail it to Arletta.vanbreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

Yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
vour community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

Yes

3. If a family member of yours were severely injured and bleeding and were to be ireated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below)

Yes

4. Do you have any comments or concerns you wish to share with the investigators?

Age: 43 Ethnic background: Middie Eastern

Gender: Mazle

~ Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



Fru2BACK FORM

Download and save this Microsoft Word document. Fill out the document, and c-
mail it to Arletta.vanbreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

Yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

Yes

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type

Yes or No in the space below)

Yes

4. Do you have any comments or concerns you wish to share with the investigators?

Age: 50 Ethnic background:
White

Gender: Male X Female

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



+IEDBACK FOKM

Bownlozd and save this Microsoft Word document. Fill cut the decument, and e-
mazil it to Arletta.vanbreda@inova.comns.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

YES

2. If you were severely injured and bleeding and were being treated by the paramedics in

this type of study? (Type Yes or Noin

Aanld van want ta le en
W UC C VIS LY
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your commnmunily, woliG you wari

the space below)

YES

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below)

YES

4. Do you have any comments or concermns you wish to share with the investigators?

Yes I think you are way behind in getting started. I would have thought that being No VA
is at the forefront of technology you would have been at the front of this trial not at the
back. But hey better late than never. Loudoun Resident

Age: 42 Ethnic background white

Gender: Male - X. . Female-..

Thank you for your participation today.
Please call Arletta VanBreda at 703-584-3071 if you have any other questions.



FIEDBAC K FORM

Download and save this Microsoft Word document. Fill out the document, and e-
mail it to Arletta.vanbreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you wagt to be enrolled in this type of study? (Type Yes or No in
the space below) yes

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below) yes

4. Do you have any comments or concerns you wish to share with the investigators?

Age: 25 Ethnic background: Caucasian
Gender Female

. Thank you for.your participationtoday.. ..
Please call Arletta VanBreda at 703-504-3071 if you have any other questxops



FEEEBACK FORM

Download and save this Microsoit Word document. Fill out the document, and e-
mail it to Arletta.vanbreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below) yes

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below) yes

4. Do you have any comments or concerns you wish to share with the investigators?

Age: 25 Ethnic background: Caucasian
Gender Female

. . Thank vyou for your participation today. . .
P lease call Arletta VanBreda at 703-504-3071 if you have any other questlons



a8 FEEDBACK FORM
W

Download and save this Micresoft Word document. Fill out e document, and e-
mail it to Arlatte.vanbreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be erirolled

without giving their informed consent? (Type Yes or No in the space below)
YES

2. If you were severely injured and bleeding and were being treated by the paramedics in

L4
your community, would you want to be enrolled in this type of study? (Type Yes or Noin

the space below)

YES

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below)

® =

4. Do you have any comments or concerns you wish to share with the investigators?

Age: 33 Ethnic background: Caucasian

Gender: Male ~ Female X

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.

w2



. FEE:JACK FORM

Down! 'ad and save this Microsoft Word decument. Fill out the document, and e-
mail it to Arletta.vanbreda@incva.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

Yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

yes

3. If a family member of yours were severely injured and bleeding and were to be treated

by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below)

yes

4. Do you have any comraents or concerns you wish to share with the investigators?

Age: 41 Ethnic background: White

Gender: Male ~~ Female x

Thapk you for your participation today.
Please call Arletta VanBreda at 763-504-3071 if you have any other questions.



‘ FEEDBACII FORM

Pownload and save this Microsoft Word document. Fill cut the document, and e-
mail it to Arletta.vanbreda@inova.com.

1 Wanld vau cunnort conductine a studv such as the one described in this communit
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ity,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes o: No in the space below)
Yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
your comuiumity, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

Yes

3. If a family member of yours were severely injured and bleeding and were to be treated

by the paramedics, would you want him or her to be enrolled in this type of study? (Type
. Yes or No in the space below)

Yes

4. Do you have any comments or conceras you wish to share with the investigators?

Age: 26 Ethnic background: Black

Gender: Male

Female X

Thank you for your participation today.
‘ Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



‘ {EEDBACK FORM

Download and save this Microsoft Word document. Fill out the document, and e-
mail it to Arietta.vanbreda@inova.com.

1. Would you suppert conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

- YES

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

YES
3. If a family member of yours were severely injured and bleeding and were to be treated

by the paremedics, would you want him or her to be enrolled in this type of study? (Type
Yes or INo in the space below)

‘ YES

. 4. Do you have any comments or concerns you wish to share with the investigators?

Age: 31 Ethnic background: Cauecasian

Gender: Male X Female

Thank you for your participation today.
Please call Arletta VanBreda at 703-564-3071 if you have any other questions.
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Downlead and save this Microesoft Word decument. Fill out the document, and e-
matl it to Arletta.vanhreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

-
Yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

Yes

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below) :

Yes

4. Do you have any comments or concerns you wish to share with the investigators?

No concerns. I think it’s important to participate in studies such as these to improve the
quality of medical treatments.

Age: 42 Ethnic background: Caucasian

Gender: Male ~ Female X

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



‘ FEED. ACK FOU2ZM

Download and save this Microsoft Word document, Fill out the document, and e-
meail it to Arletta.vanbreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent? (Type Yes or No in the space below)

Yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

Yes
3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type

‘ Yes or No in the space below)

Yes

4. Do you have any comiments or concerns you wish to share with the investigators?

Age: 44 Ethnic background: Caucasian
Gender: Male ~ FemaleX

Thank you for your participation today.
‘ Please call Arletta VanBreda at 703-504~3071 if you have any other questions.



FEEDBACK FORM

Downloag and save this Microsoft Word document. Fill out the document, and e-
mail it to Arletta.vanbreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

yes

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

yes

3. If a family meraber of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below)

yes

4. Do you have any comments or concerns you wish to share with the investigators?

I have less concern about using this product than I have over emergency use of blood
supply in this day and time. The risks are reasonable.

Age:.-61 . . . . Ethmcbackground: = - . . S S
caucasion
Gender: Male ~ Female  x

Thank you for your participatidn today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.
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§ 50.% 7 sceptior Tom informed consent roouiremes s Ot gmeryeray research,

(a) The Institutional Review Board (IRB) responsibiz for the review, approval, and continying revicw
of the clinical investigation described in this section may approve that investigation withouvt
requiring that informed consent of all research subjects be obtained if the IRB (with the
concurrence of a licensed physician who is a rasmber of or consultant to the JRR and who is not
otherwise participating in the clinical investigatior) fi- ds and documents eacia of the following.

L

The human subjects are in a life-threatening situation, available treatinents are
urproven or unsatisfactory, and the collection of valid scientific evidence, which
nizy include evidence obtained (hrough randemized placebo-conirolied
investigations, is necessary to dziermine the safety and effectiveness of particular
intervendons.

Obtaining informed consent in not fessible because:

i. The subjects will not be able to give their informed consant as a result of their

medical condition;
i, The intervention under investigation must be administered before consent from
the subjects iegally authorized representatives is feasible; and
iil. ‘There is no rcasonable way to identify prespectively the individuals likely to
become eligible for participation in the clinical investigation.

Participation in the research holds out the prospect of diznct benefit to the subjects

because:

i Subjects are facing a life-threatening situation that necessitates ntervention:

i, Appropriate animel or cther preclinical studies have been conducied, and the
information derived from those studies and related evidence suvpoit the
poteniial for the intervention to provide a direct benefit to the individual
subjests: and

iti, Risks associated witk the investigation zre reasonable in relation to shat is know
about the medical condition of the potential class of subjects, the risks and
benefits of standard therapy, if any, 2nd what is knovn about the risks an 3
benefits of the proposed iniervention or activity.

The clmiczl investigation could not practicably be carried ouf without the waiver.

The propesed investigational plan deiines the length of the potential therzpeutic

window based on scientific evidence, and the investigator has copimitied to

att>mpting o contact a legally anthorizad representative for each subject within that
window of time and, if feasible, asldi-g the legally authorized representative
cordacted for consent within that window rather than procesiing witbout covsent.

The investigator will suminarize etforts made to contact legally auiborired

representatives and make this information available to the IRB at the time of

continuing review.

The IRB bas reviewed aud approved informed consent procedures and an informed

consent document consistent with §50.25. These procedures and the informed

- -consent docwnent are to-be-used with-eubjects or-their legally authorized - - —-

Iepresentatives in sitnations where use of such procedures and documents is fe:asidle.
The IRB has reviewed and epproved procedures and information to be used v hen
providing 2n opportunity for a family member to object to a subject’s participation in
the clinical investigation consistent with paragraph (a}{7(v} of tixs section.
Additional protections of the rights and walfare of the subjects will b provided
izcluding, at least:

i Consulration (including, where appropriate, consultation carried out by thxe IRE)
with representatives of the cormmunities in which the clinical investigation wid
te coaducted and from which the subjects will be drawn;

. Public disclosure to the comuot xities i1 which the clinical investigation will Le
conducied and from which the subjec’s will be drawn, prior to initiation ofthe
clinical fuvestigation, of plens for the investigation and its risks and expected
benefits;



iii. Jublic div weure of s nient infonustion follow ing cony ‘onof e - inical
iavestigaiica to apprise ¢ community and reser chers of o> study, inc’uding
the demographic characteristics of tiw research population, aod its results;

iv. Establishment of an independent data monitoring commitiec o uercise
oversight of the clinicel investigation; and

v. If obtaining informed consent is not feasible and a legally avthorized
representative is not reasonable available, the investigator bur committed, if
feasible, to aitempting to contact within the therapeutic window the subject’s
family member who is not a legally authorized representative, and asking
whether he or she obyzciz to the subject’s participation in the clinics!
investigation. The invesiigator will suramarize efforts made to confact family
menbers and make this information available to the IRB at the tirwe of
continuing review.

(b) The IRB is responsible fur ensuring that procedures zrc in place to inform, at the earliest foasible
opportunity, each subject, or if the subject remains incapacitated, 2 legally auihorized
representative of the subject, ot if such a representative is not reasonably available, a family
member, of the subject’s inclusion in the clinical investigation, the deizils of the investigation and
other information contained in the informd consent document. The IRB shall also ensure that
there is a procedure to inform the subject, or if (he stbject remains incapacitated, a legally
authorized represertative of the subject, oz if such a representative is not reasc aably available, 2
family member, that he or she may disconiinue the subject’s participation at any tlme without
penzity or loss of bepefits to which the subiect is otherwise entitled. Ifa legelly authoiized
representative or family member is told about the clinical investigatio 1 and the subject’s condidon
improves, the subject is also to be tnfored as soon as feasible. If a subizet is entered inic a
clinical investigation with waived conseut znd the subject dies before a legally anhorized
represexntative or family mexaber ¢in be contacted, infermation abot the clinical investigatinn is
to be previded to the subject’s legaily authorized representative or family mercber, if feasble,

(c) The IRB deternmiuations required by paragraph (a) of ihis section and the documentation rojuired
by paragraph {¢) of tixis section are to be retzined by the IRB for at least 3 yoars after commietion
of the clinical investigation, and the records shall be aceessible for inspection and copying by
FDA in accordance with § 56.115(b) of this chapter.

(d) Protocols involving an exception to the inforised consent requirement under this section mst be
performed under a separate investigational new drug application (JND) or investigational device
exe:xpticn (TDRX) that clearly identifies such protocols and protoccls that may inclade subjects wno
are ucable to consent. The submission of those protocols i1 a sepavats IND/IDE is required <ven
if an TND for the same drug product or an IDE for the same device alresdy exists. Applicetiors
for investigations under this section may not ba submitted as amendments under §8 312 30 o
812.35 of this chapter.

{(e) IfanIRDB determines that it cannot approve a clinical investigation becsuse the investigation does '
not meet the criteria in the exception provided under paragrapli (a) of this section or becans e of
other relevant ethical concerns, the IRB mmst docusment is findings and provide these fndiiags
promptly in writing to the clinical investigator and to the sponsor of the clinical investigation. The

~sponsor of the chimical fnvestigation mrstpronaptly disclo.e this information o FoA od to the
sponsor’s clinical investigator who are participeting or are asked to perticipsiz inthis cr a
substauiially equivalent clinical nvestigation of the sponsor, aed to other IR3’s that huve L eeu, or
are, asked to review this or a substantiafly equivalent iivestigation by that sporsor,

HISTORY:
[61 FR 51493, 51529, Oct. 2, 199€]



QUESTION:> AND / {ISWERS R

POLYHEME® TRAUIMA TRIAL

Why is this study being conducted?

To evaluate the life-saving potential of PolyHeme® when given to severely injured
patients and bleeding patients, starting at the scene of injury

What is the title of this study?

A4 Phase Ill, Randomized, Controlled, Open-Label, Multicenter, Parallel Group Study
Using Provisions for Exception from Informed Consent Requirements Designed to
Evaluate the Safety and Ejficacy of Poly SFH-P Injection [Polymerized Human
Hemoglobin (Pyridoxylated) PolyHeme®] When Used to Treat Patients in Hemorrhagic
Shock Following Traumatic fnjuries Beginning in the Prehospital Setting

What is the design of this study?

Patients in “hemorrhagic shock” will begin to receive either the standard of care (sal:
water) (control) or PolyHeme (investigational treatment). Treatment would begin before
arrival at the hospital, either at the scene of the injury or in the ambularce, and continue

during a 12-hour postinjury period in the hospital.

In the hospital, patients in the control group will receive salt water for hydration and
blood if necessary to boosts oxygen levels. Unlimited doses of each are allowed.

Patients in the treatment group will receive salt water for hydration and PolyHeme® io
boost oxygen levels. The rmaximum dose of PolyHeme will be 6 units during first 12
hours. Blood will be used thereafier.

What is hemerrhagic shock?

Hemorrhagic means the pasient has experienced mossive blood loss

Shock is a life-threatening condition that might include:

e [Dangerously low blood pressure

e [nterncl organs don't receive enough oxygen and have difficulty
Jfunctioning

o Might lead to death

Why is there a need for fmprovement in the way trauma patients are (reated now?

Trauma is the leading cause of death among Americans under the age of 45.

e

5



What is the current stap vd of o, °7 How .re trawma paties’ ' nsualt, -:ated?

They are given saline solution (salt water} at the scene or in the ambulance. Wien they
arrive at the kospital, they are given blood after typing and cross-matching is
accomplished.

Who would be eligible for the study?

Patients who have lost a large amount of blood and are in shock
Patients who are at least 18 years old
Patients who have sustained severe injuries

Who would be excluded from the study?

Woimen who are obviously pregnant

Fatients with severe brain injuries

Patients who require CPR to maintain their heartbeat
Patients with “unsurvivable” injuries

Patients who are known to object to blood transfusions
Patients who are known to refuse resuscitation

What is PolyHewe®?

PelyHeme® is an oxygen-carrying blood substitute made from human blood.
PolyHeme® requires no cross matching, therefore it is immediately available and
compatible with all blood types. PolyHeme® is highly purified to reduce the risk of virai
disease transmission. It has an extended shelf life of over 12 months.

Is PolyHeme® safe?

in clinical trials to date, PolyHeme® has demonsirated no clinically relevant adverse

effects.

Past studies have shown that PolyHeme® carries as much oxygen as blood, has not
caused organ damage, keeps people alive who have lost all of their own blood, and can

- be infused up fo two times a person s-entire blood volume:- - - - - . .

Has PolyHeme® been tested on bumans before?
There have been 5 human clinical trials of PolyHeme®.
How many patierts have been treatec with PolyHeme®?

Over 300 patients have been treated, including patients in a hospital-based travma trial.



What aappei. . (3 then. v

In the Phase II hospital irauma trial, PolyHeme® significantly increased survival
compared with historical controls.

What is an exception from informed consent?

Regulations established by the Federal government, (21 Code of Federal Regulations
50.24) specifies the conditions under which an exception from informed consent so that in
emergency situations, research can be carried out even when consent is not possible
because of the nature and extent of the patient’s injuries.

Why was such an excepticn granted in connection with this study?

Patients are in a life-threatening situation, available treatments are unproven or
unsatisfactory, and the collection of valid scientific evidence is necessary to determine
the safety and effectiveness of particular interventions.

Participating in the study has the prospect of direct benefit to the enrolled patients
because:
e Patients are in a life-threatening situation that necessitates intervention
Previous studies demonstrate the potential to provide a direct benefit 1u
enrolled patients
& Risks associated with the use of the PolyHeme® are reasonable in
relation to what is known about the patients’ medical condition, the rishs
and berefits cf standard therapy, and the risks and benefits of the
proposed iniervention

It is expected that patients will be unable to give informed consent because the extent of
their injuries and the foct that they are in shock.

There won't be time to find and ask for consent from the patient's legally authorized
representative (LAR) before beginning treatment.

Wheo grants such exceptions?

The U.S. Food and Drug Adminisiration (FDA) under regulations called 21 Code of
Federal Regulations 50.24 specifies the conditions under which an exception from
informed consent may be obtained. The Institutional Peview Board (IRB) associated wii
each hospital approves its use locally.

What if patients don’t want to participate in this study?

Patients can withdraw from the study at any time by notifying the investigator.



Will patients still receive i-eatment ;7 they dou’t want to particijate in ¢ wtudy?
Patients will still receive the standard cf care if they decline to participate in this study.
What are the potential benefits of participating in the study?

PolyHeme® may increase the likelihood of survival after traumatic injury.

Patients might avoid the risks of blcod transfusion.
Patients might avoid a reduction in the function of internal organs that sometimes follows

hlood transfusion.

_ This study may help patients in the future.

YWhat aré the potential risks of participating in the study?
Rash :

Increased blood pressure

Kidney or liver damage

Transmission of hepatitis and HIV viruses

Unforeseen happernings

How much will it cost patients to participate?

There is no charge to the patient to participate in this study. The siudy sponsor will pay
the costs of certain laboratory tests that are required.

Will patients get paid to participate?
No, patients will not be paid 10 participate in this study.
Who is the manufacturer of PolyHeme®?

Northfield Laboratories Inc., Evenston, IL. For more information, visit
www.northfieldlabs.com



PolyHeme®
Trauma Trial

Community
Consultation

Inova Regional Trauma Center
Inova Fairfax Hospital
Falls Church, VA

e’

Clinical Investigators

+ Samir M. Fakhry, MD, FACS
Caief, Trauma Seivices
Inove Regional Trauma Center
Associate Chair for Research and Education

Department of Surgery
‘ Inova Faufax Hospital
+ Christopher P. Micheiti, MD, FACS

General Surgery, Tranma, & Surgical Critical Care
[uova Regiopal Trauma Center
Inova Farfax Hospital

* Trauma Services
3300 Gallows Road
Falls Chrirch, VA 22042
733-776-2274

Study Sponsor

Northfield Lzaboratories nc.

» Developer of the oxygen-carrying blood
substitute calied PolyHeme®

* Copducted nuluple studies with PolyHeme
over the past dccade

« Most studies have been with injured ravma
patients

o Company website: www.rnorthfieldlabs.com

e ¢




Study Purpcse

To evaluate the life-saving potential of
PolyHeme®
when givei to severely injured
and bleeding patienis in
“hemorrhagic shock,” starting at the
scene of injury

What is Hemorrhagic Shock?

Hemorrhagic: massive loss of blood
Shock: life-threatening condition
+ Dangerously low blood pressure

* Internal organs don’t receive enough oxygen
and have difficulty functioning

* Might lead to death

Need for Improved Outcome

+ The Center for Disease Control (CDC) lists
tzuma as the leading cause of death among
Americans under age 45

« Thousands of trauma patients die each year

« Many of these patients die because the
“standard of care” cannot reverse the
damaging effects of hemorrhagic shock




What is the Standard of Care?

Represents the current treatment

In the Ambulance

'I.é_e Jpatient receives The patient receives
salt water salt water
and dounaied blood

In the Hospital

(bload is not available)

Standard of Care Limitations

In the Ambulance

 Sszlt water does not carry oxygen, unlike
blood

» Without enough oxygen, the body and its
internal organs have difficulty functicaing
and can stop working (organ failure)

_Stap‘(ri’gr_d Qf Care_ Lir_nitations

In the Hospital

< Donated blood takes time (45-60 minutes)
to be matched for each patient

Patients who receive more than 6 units of
donated blood in the first 12 hours have an
increased risk of organ failure




A blood substiiute
that carries oxygeit

What is PolyHeme®?

1 unit of PolyHeme

1 unit (;f blocd

What is PolyHeme®?

Made from human
blood

Compatible with all
biood types

Tmmediately available

Reduced risk of viral
diseasz (viral lnad
reduced over a billion
trmnes)

Why Use PolyHeme®?

PolyHeme was developed to treat blood loss
when blood is not available

* Blood is net availabie in the ambulance

* PolyHeme will be immediately availzble in the
ambulance and caicics oxygen

PolyHeme can reduce the use of donated
blood in the first 12 hours after injury, and
might avoid potendal organ failure




Why Use PolyHeme®?

To improve survival
of severely injured and biceding
patients

PolyHeme® Experience
« PolyHeme has been studied in more than
300 individnals and 5 different clinical trials

» PolyHeme has been extensively studied in
hospitatized trauina patients

* PolyHeme Fas kept trauma patients alive
wher they huve lost all of their own blood

PolyHeme® FExperience

Past studies have shown that PolyHeme

¢« Carries as much oxyger as blood
(1 umt of PolyHeme = . unit of blood}

* Reduces need for donatzd blood
= Has not caused organ damage

« Has replaced vp to two times a person’s entire
blood volume (2 x 10 uaits = 20 units)




Trial Design: Before the Hospital

Severely injured trauma patients will be
assigned to either one of two groups
ky chance

, ’-?}
r X
Control Test

Receive salt water Receive PolyHeme®

Ambulance Infusion

Trial Design: At the Hospital

Control Test
+ Salt water for « Salt water for
hydration fydration
» Donated blood to + PolyHeme® to
boost oxygen levels boost oxygen levels

« Maximum dose of 6
wiuts dunng first 12
hours

Donated blood will be
used thereafter




Hospital Infusion

Who Would Be Included?

Patients ot risk of dying
W/ho hove sustained severe injuries

Who have lost a large amount of biood and
are in vhock

Wao are at least 18 years old

YWho are of either geoder (male or ferpale)

PR,

Who Would B= Excluded?

Patients who are « Patients who require
obviously pregnant CPR

Patienis who have ¢ Patients with known
sevete head or brain ohjections to blood
injuries iransfusions

Parients who have e Patiengs with known
“uasucvivable” orders pot io
injuries resuscitate

-~



FDA Review

¢ Northfield Laboratories received clearance
to proceed with this study from the Food
aund Drug Administration (FDA)

¢ The FDA anthorized the use of an exceprion
frorn inforined consent requirements for this
study

What is Informed Consent?

A process by which patieats make informed
decisions about participaiing in research
smdies

¢ Traditionally required for all research studies

° Research studies corpare 2 treatments
(standard vs. investgational)

» Doctors describe each cf these potential
treatmenis

What is Il;fqn?ped Consent?

A process by which patdents make informed
decisions about participaring in research
studies

¢ Patients are informed o7 the potential risks and

petential benefits assoc zted with each of these
treatments

* Patients choose whethe- to participats in the
study

[Xe]



What is Exception from Informed
Consent?

Patients are enrolled in a
research study without giving
their informed consent

How Can That Be?

A federal regulation (21 CFR 50 24), created
in 1996, allows certain studics that meet the
following criteria to use this exception

s Patients’ lives must be at risk
« Available treaiments are not satisfactory
« Padents are unable 1o give consent

* Potential risks are reasonable

~

How Can That Be?

A federal regulation (21 CFR 50.24), created
in 1996, allows cersain studies that meet the
following criteria to use this cxception

» Participation in the rescarch could provide a
direct benefit (Crcreased survivel) to the patient

= The resgarch could not be practicably carried
out without an exemption

2



Consent Safeguards

» If possible, the patiznt or a iegally

authorized representative (LAR) can give
consent before the patient is enrolled in the
study

« If consent cannot be obtained before

enrollment, frequent attempts will be made
tc contact the patient’s LAR and family to
describe the study

Consent Safeguards

The patient, fanily members,
or a legally authorized representative
may decide to withdraw the patiznt
af any e

Potential Benefits of PolyHeme®

* Might increase the likeliliood of survival

* Can ephance the amount of vital oxygen
in the patient’s blood

« Is compatible with all blood types
¢ Is immediately available

+ Hacg reduced risk of viral disease
(viral load reduced over a billion times)

1y




Potential Risks of PolyHeme®

» Rash

» Increased blood pressure

» Kidney or liver damage

« Vira} infection (HIV, hepatitis, etc.)

+ Unforeseen happenings

Patient Protection

The Institutional Review Board (IRB)is a
group of medical, scientific, and nonscientific
members of the community

¢ Reviews all proposals for research on humans
» Asswes patient safety

* Monitors community ‘eedback

Patient Protection

+ The IRB will decide whether or not to allow
this hospital to participate in the
PolyHeme® trial

* An independent data monitoring committee
will oversee the tial

+ The FDA will be kep: informed of the trial’s
progress

pd



If We Participate...

* The results of the study will be revealed to
the community after the trial has been
completed

* Those who do not wan: to participate in the
study can [wear a special bracelet] to
exclude themselves

Questions
or
Comments?

vy
Y



Deas:

I am writing to inform you about a research study that may be conducted at Incva
Feirfax Hospital.

Inova Fairfax Hospital is one of few Level [ trauima centers in the U.S. chosen to
participate in a research study to evaluate the safety and efficacy of PolyHeme®, aa
oxygen-carrying blcod substitute, in increasing survival of critically injured end bleeding
patients. Study treatment will begin before arrival at the hospital, either at the sceve of
the injury or 1n the ambulance, and continue during the initial 12-hour post-injury peried
in the hospital. Since bleod is not presently carried in ambulances, the use of PolyHemoe®
in these settings has the potential to address a critical unmet medical reed by providing
an oxygen-carrying solution where blood is currently not available. The study will
compare the survival rate of patients receiving PolyHeme® to that of patients who
receive the current standard of care, which is saline (salt-water) solution.

Because the patients eligible for this study are unlikely to be able to provide
prospective informed cons:nt due to the extent and nature of their injuries, the study will
be conducted under federa! regulations that allow for clinical research in emergency
setlings using an exception from the requirement for intormed consent (21 CFR 5G.24).

Research at Inova Fairfax Hospital is overseen by the Western Institutional
Review Board (WIRB). WIRR is a group of people who perform independent review of
research. The traditicnal approval of a research study includes a requirement that
informed consent be obtained from patients before enrollment cen occur. Under the
current regulations, the iustitutional review bozrd respersible for the review, approval
and coniinuing monitoring of a research study may give approval for patient envolliae.t
1 studies in emergency situztions without requiring informed consent previded specific
criteria ere met. The patients must be in a life-threatening situation, and the experigrental
therapy being evaluated must offer patients the potential for direct clinical benefit in the
form of increased survival.

Before enroliment can begin, the regulations require public disclosure of
mformation about the-study, including the petential risks-and expected benefits:
Consuliation must alzo occur with representatives of the community where the study will
be conducted and from which the study population will bz drawn. The process is highity
individualized and is tailored to the specific community and patient population involved.
Our instituticn is beginning this process now. The purpose of this letter is to provide vou
with background information about this study.

PolyH eme®, manufactured by Northfield Laboratories Inc. of Evanston, Illinois,
is a universally compatible, immediately available, oxygen-carrying blood substitutz
designed for use in urgent blood loss when blood is not immediately available.
Morthiield Laboratories has completed five human research studies over the past decade.



In a. "tion, N.viifield is « sirently werking »ith the Ul Army for research purpose ¢
uce of PolyHerm:» on the butilefield, reflecting the poter.*i 21 utility of PolyHeme for th.

o~

military and the Departiuent of Defense.

We are excited to be inciuded in this research study. Trauma-related injuries are a
lzading cause of death among Americans under 45 years old, according to the CDC’s
National Center for Injury Prevention and Control. In fact, almost one in five trauma
patients nationally die from their injuries. We believe that if we can begin to treat these
patients very early with an oxygen-carrying sclution and keep their hemoglobin levels up,
we might well see more survivors among trauma victims in our community.

Please fzel free to contact me directly should you wish to discuss this study and the
implications for our community. Please join the Inova Research Center and Inova
Trauma Services in the Physician’s Conference Center on .he campus of Inova Fairfax.
Hospital on Monday, Merch 7%, Tuesday, March 15™ or Tuesday, March 22" to lemrn
more about this research study. All meetings begin at 7:00 pm. Please also visit our wzb
site at www.inova.org and look for the PolyHeme Trial under cither Inova News or
Health Informatica.

T can be reached by calling 703-504-3071. In advanced I thank you for your interest zad
time.
If you do not wish to receive {uture mailings from Inova Health System, please contact

us at 703-321-2511.

Sincerely yours,

Samur M. Fakhry, M.D.
Principal Investigator
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Alesmindiia __ VA 122308
Alsyancria WA 132308
Aiexandria VA 72306
Alexandria | VA 22310
Alaxandria VA | 22308
Alexandria VA 22312
Alexandria VA 22312
Alaxandria VA 122308
Alexandria ! VA 22308
Alexandria ' VA 122312
Alexandria ' VA 22314
|Alexandria | VA | 22309
Alexandria VA 22312
Alexandria | (VA 22314
Alexandiia | VA 22214
iAnnandale | VA 22003
|Annandale | VA {22003
Annandale VA 22603
Fairfax : VA [ 22030
Fairfax ! VA 22031
IFaiffax VA | 22031
lrairfax VA 22035
Foirfex VA 22031
Faiifax VA 22032
Fairfax VA | 22030
Fairfax VA 22031
[Fairfax ! VA~ 122037
Faifax | VA 22032
Fairfax Station VA 22039
1Fails Church VA |22042
iFalis Church VA 122043
ralls Church VA ?2‘:-42
Faiir Church VA 22043

Falis Church VA 122047
IFalls Church VA | 22041
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Tha Urhanitas

Herndon Harbor House

tieindon Sepior Cigzens

Annandale Chapler #1159 Narfe

20 Plus Ciub

{50-Plus Club

uites Area Chapler #4681 of AARP

Friendship Club of Hunters Wood

‘rieston-Herndon Senior Center

Golden Days Ciy

Golden Ravens

H-oly Spirit Senior Gitizens ciub

Lamplignters

Rose Bush Club

Springfield Chapter #5093 NARFE

Eynenswricker Seniors

The 40grn

The Friendship Club

Tuesdays Players

Eails Church VA 122042
Harmdon VA {28170
Hemdon " IVA {20170
Lincolnia | VA | 2231
Resion VA 20141
Reston i VA 26191
Reston | VA | 20191
Raston ‘ VA | 20190
RKaston | VA |20190
Svringfield | VA 22151
Springiield ' JvA ] 22150
Springfield | VA | 22150
Springfield | VA 22152
Springfizld | VA 12215
Springfiald | VA {2215
Syringfield | VA 22152
Springficid | VA 122152
Soringiield . VA | 22150
Springiield VA 22152
Springfield ' VA |22151



|Organization

|Sirest Address _|City [State [Zip |

Rotary International Alexandria Club

Arlington Rotary Club

The Falis Church Rotary Club

The Retary Club of Herndon

West Springfield Rotary Club

Alexandria  |[VA | 22306

[Aington VA 122210

Falls Church [VA | 22049
Herndon VA 120170

Springfield  [VA _ [22152|
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|Organization i {Street Address {City |State {Zip |
Abiding Presence Lutheran Church Burie Va 22018
Abundant Life Family Church | Fairfax Va 22030
Accotink Unitarian Universalist Church Burike Va 22015
Ambassador Bible Church Falls Church Va 22046
American Lutheran Church ! Fairfax Va 22032
Annandalg Church of Christ Annandale Va 22003
Annandale United Methodist Church Annandais VA 22003
Arabic Bible Baptist Church | Fairfax Station Va 22039
Arlington Spanish SDA Church Falls Church Va 22046
Arlington United Methodist Church : Arlington VA 22204
Bahai Faith of Northern Va Vienna Va 22182
Barcroft Bible Church | ; Fairfax va 22031
Beth El Hébrew Congregatior] k Alexandria Va 22304
Bethlehem Lutheran Church | ‘ Fairfax Va 22031
Bible Wayi Church of Lord Jesus V Fairfax Va 22030
Blessed Sacrement Community Church Alexandria VA 22302
Braddock Missionary Saptist | Fairfax Va 22030
Bruen Chapei United Methodist Church Fairfax VA 22031
Burke Community Church ! Burke Va 22015
Burke Presbyterian Church | : Burke Va 22015
Burke United Methodist Churth , Burke Va 22015
Calvary Christian Church | ; Burke Va 22015
Calvary Church of the Nazeréne Annandale Va 220603
Calvary Hill Baptist Church Falrfax Va 22031
Capital Baptist Church , Annandaie Va 22003
Catholic Diocese ’ Fairfax Va 22030
Center Islamic Information and Education FFalls Church Va 22046
Central Christian Church Springfieid Va 22150
Central Ptesby Ch of Virginia: Fairfax Va 22030
Chasbad Lubavitch : Fairfax Va 22031
Chabad Lubavitch of Alexandria Alexandria Va 22304

nesterbrook Preshylerian Church Falls Church Va 22043
Chinesa Christian Church | Falis Church Va 22041
Christ Crossman United Mettodist Church Falis Ciiurch Va 22046€
Christ Lutheran Church Elca; Fairfax Va 22030




I Location Hospital | Qty | Contact Person (if Applicable) | Comments |
IFH Shuttle Buses FH 10 Greg Austin Allowed us to post one on each shutile bus
{IFH Science Library IFH 5 Wendy & Director Approval Allowed us to place in the seating area
Inova Research Center IFH 2 iisa Caollins/Jean Donovan Hung on doors that enter the two research areas
: i Allowed us to post in all pre-existing elevator posting
iFH Posting by Hospital Elevators + {FH 6 Nancy O'Shea areas
ER ’ t IFH ? Karen Peck Still pending response from Karen~ ¥lac& w2 -pidf
: i Others are using the space now - they only allow 1
' posting at a time to run and the current one is running
Gift Shop - ©{FH 0 Sara Freedenthal uniil May. N ‘ '
ICU FH 4 Marjoris Avery
OR IFH 3 Caroline
Deli IFH 3 Deli Owner {Allowed us to post in windows
Cafeteria : { IMVH 3 Rita Wakefield Agye
Flyer Boards ; | IMVH 11 Rita Wakefield At - e
Patient Care Unit Boxes IMVH Each Rita Wakefield - et
Unit Posting/Department Posting IFH Each Erica Neufeld Al
Dept Mailboxes ! i IFOH Each Michelle Conner AWl
Staff Newsletter 1 IFOH All Depts.  [Michelle Conner LT oA Loe '

4
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Organization {Street Address {City IState |Zip |
Lions Club of Anrandale N Annandale VA 122003
Lions Club of Arlington . Arlington VA 122210
Fairfax Lions Club Fairfax VA 122038
CLIFTON LIONS CILUB Clifton VA  |20124
The Falls Church Licns Club Falls Church VA 122040
Merrifield Lions Club Merrifield VA (22118
Springfield-Franconia Host Lions Club Springfield VA 1221560

M
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U el Raals
iName ! |Organization |Street Address {City iState 1Zip |
: i

Anita Kdpper Fairfax VA 22030
Anthony Griffin Fairfax County Executive Fairfhx VA 22035
Barbara Lippa Fairfax County Pianning Fairfax VA 22035
Bridget Mulvihill Jennison Fairfax VA 22031
Bruce Napoli Herndon Zonhing Herndon VA 20172
Caili Yang Vienna VA 22182
Carig Gerhart {Prince Witiiam County Exec Prince William VA 22192
Carl Siversien Hermdon Planning Comm Herndon VA 20172
Carol Coryelf o Centreville VA 120120
Catherirle Chianese Fairfax County Fairfax VA 22035
Chief Charles Samarra City of Alexandria Alexandria VA 22304
Chief Charlie Deane Prince William Police Prince William VA 20192
Chief David Rohrer Fairfax County Police Fairfax VA 22030
Chisf Gary Mesaris Cily cf Alexandria Alexandria VA 22314}
Chief James Clarke Jr, City of Falls Church Falls Church VA 22046
Chief Mary Beth Michos Prince William County Fire Prince William [VA 22192
Chief Michael Neuhard Fairfax County Fire Fairfax VA 122030
Chief Robert Murray City of Falls Church Falis Church VA 122048
Dana Paige Fairfax County Family Servic Fairfax VA 22035
Daniel McKeever City of Falls Church Falls Church VA [22048
David Bobzrien County Atlorney Fairfax VA 22035
David Hudson City of Fairfax Fairfax VA 22030
David Recor City of Fairfax Fairfax AVA 22030
David Rocl Falls Church Zoning Falls Church  |VA 22046
David West Alexandria VA |22310
Dean Montgomery Healih Systerms Agency Falls Church  [VA 23042
Dr. Chayles Konigsberg Alexandria Health Alexandria VA 122314
Dr. Edward Kelly Prince Willlam Schools Prince William - [VA 22192
Dr. Gloria Addo Ayensu Fairfax County Health Fairfax VA 22030
Dr. J. Martin Lebowitz \ ‘Mc Lean VA {22101
Dr. Jared Florance Prince William Health Manassas VA 20110
Earl Berner City of Fairfax Fairfax VA 122030
Edna Cruz i t ’ Centreville VA 20120
Edward Sermonian ; Cily of Alexandria Alexandria VA 22314
Lilean Fogartly Alexandria Planning Alexandria VA 22314




[Name {Organization iStreet Address {City [State {Zip |
Elly Doyle Mc Lean VA 22102
Fred Hoffman Alexandria VA 22308
George Myers Alexandria VA 22309
George Stepp City of Fairfax Fairfax VA 22030
ignacio Pessoa City Attoriey Alexandria VA 22314
Jackie Menderson Alexandria City Clerk Adexandria VA 22314
James Mazur Gunn Loring  |VA 22027
James Siratoudakis PhD. Mental Health Services Fairfax VA 22035

tJames Sullon. . R Harndon - VA P 20171
James Zook Fairfax County Planning Fairfax VA 22035
Jerome Ziskind : \ Falls Church VA 22046
Jerry Liltle l Ciifton VA 20124
John Clark - Springfield VA 122151
John Frey Fairfax County Fairfax VA 122030
John Ruthinoski Fairfax County Health Fairfax VA |22030
John Schoebetlein Town of Vienna Vierna VA  |22180
Judith Rosen Fairfax County Fairfax VA 22035
Lee G. Draznin ] Burke VA 22015
Louise Armitage Clty of Fairfax ' Fairfax VA 122030

- |Margarét Kugler 3 : Fairfax VA 122032
Marilyn Cantrell Qak Hill VA 20171
Mariene Blum . . Vienna VA 122180
Martin Briley Prince William County EDA Prince William [VA  |20192
Mary Ellen Shaw City of Falls Church Falls Church  [VA 122048
Mary MtWhorter \ Clifton VA 120124
Merni Fitzgerald Public Affairs Fairfax VA  [22035
Michelle Evans City of Alexandria Alexandria VA 22314
Nancy Kader : Reston VA 120191
Nancy Vehrs Fairfax County BOS Fairfax VA |22035
Paul Ebert Comimonwealth's Attorney Prince Wiliam VA 20109
Philip Sunderland Alexandria City Manager Alexandria VA 122314
Randoish Sengel Commonwealth’s Attorney 1Alexandria VA 122314
Rebeacca Perry Alexandria Public Schools Alexandria VA 122311
Richard Kastfman Town of Harndon Ally Herdon VA 120172
| Richard Rannaport City of Faifax ~airfax VA 1722030




{Narme |Organization |Street Address {City {State 1Zip ]
Richard; Risk Falls Church  |VA 22041
Rick Goff Falls Church EDA Falls Church  [VA 22046
Robert Gehring Reston VA 120190
Robert Greenburg Reston VA 20191
Robert Salazar Deputy County Executive uFalrfax VA 22035
Robert Sisson City of Fairfax Fairfax VA 122030
Rosann, Tergis ! Family Services Fairfax . IVA 122035
Rose Chu ; Falls Church  {VA 22041
Roseanhe Rodilosso B Falis Chuich  [VA  [22043]
Roy thotpe Jr. City of Falls Church Falls Church (VA 22046
Sally Héiile i Springfisld VA {22153
Sarah Eissler ; Lorton VA 122079
Sharon Kelso , IKingstowns VA 122315
Sharon Pandak Prince William County Atty Prince William VA 122192
Sheriff Glendell Hill Prince William County Prince William VA 22192
Sherman Patrick x Prince William Zoning Prince William {VA 22192
Stephan Grifiin ! Princa William Planning Prince William VA 20182
Siephen Bittle Cily of Falls Church Falls Church  [VA 22046
Stephen King Celebrate Fairfax Inc Fairfax VA 22035
Steve Owen Herndon Town Manager Herndon VA 120172
Susan Randall | Sgﬁngﬁeld VA 22153
The Hon. A MacDonaid Alexandria VA 22314
The Hon. Adam Ebbin jAdington VA 122204
The Hon. Albert Eisenberg A Asiington VA 122210
The Hoh. Ann Null Town of Hemdon Harndon VA 20172
The Hon. Brian Moran | . Alexandria VA 122304
The Hon. Carol Bruce | {Herndon VA 120176
The Hon. Catherine Hudgiths Fairfax Counly BOS Reston VA 120190
The Hoh, Chap Peterson Fairfax VA 22030
The Hon. Charles Colgan Manassas VA 20110
The Hon. Corey Stewart Prince Wiliiam [VA  |22102
The Hon, Dana Kaufiman | Falifax Counly 5OS Alavandria VA 22310
The Hon. Daniel Gardner | Falls Church VA 122048
The Hon. Darryl Smith | Town of Herndon Herndon VA {20172
The Hon. David Albo Springfield VA 122152

1




{Name [Organization |Street Address {City {State_[Zip |
I
The Hon. David Snyder Falis Church  |VA 22046
The Hon. Dennis Husch Town of Herndon Herndon VA {20172
The Hoh. Edythe Kellener | Vienna Town Council Vienna VA 22180
The Hon. Elaine McConnell Fairfax County BOS Springfield VA 22152
The Hon. Frank Wolf Washington DC  |20515
The Hofi, Gail Lyon i Fairfax VA 122030
The Hon. Gary Rassmussen Fairfax VA 22030
The Hot. Gary Reese | Oak Hiil VA {20171
The Hon. George Allen ~ ; Washington DC - 120510
The Hofj. George Lovelace Vienna Town Councit 3 Vienna VA 221806
The Hon. Gerald Hyland | Fairfax County BOS B Alexandria VA [22308
The Hon. Gerals Connolly Fairfax County BOS ; Fairfax VA 22035
The Hoi. Harlon Reece Town of Herndon Harndon VA 20172
The Hon. Harry Parrish | i Manassas VA  |20110
The Hon. Hilda Barg : * Woodbridge  |VA 22191
The Hon. J Greenfield ! Fairfax VA 22030
The Hon. James Dillard Il ; Fairfax VA 122032
The Hon. James Dunning | City of Alexandria : Alexandria VA 22314
The Hon. James Moran { Washington  |DC__ ] 20515
The Hot. James Scott ’ ferrifield VA 122116
The Hoh. Jane Seeman | Mayor, Town of Vienna | Vienna YA |22180
The Hoa, Janet Howell Reston VA 20195
The Hon. Jay O'brien Clifton VA {20124
The Hon, JeannMarie Devdlites Vienna VA 122183
The Hon, Jeffrey Frederick Woodbridge VA 22194
The Honh. Joan Cross Fairfax VA 122030
The Hon. Joan Duiois | [{Fairfax County BOS Mc Lean VA 122161
The Hon, Joe May i L.eesburg VA 120177
The Hoh. Johi Jenkins | Prince William VA 22192
The Hon. John Stirrup | Manassas VA 20109
The Hon. John Warner Washington DC 20510
Tha Hon. Joyce Woodson Alexandria VA 22301
The Hon. K Rob Krunicka | Alexandria VA 22301
The Hop. Kennett Cuccinalii Ceriraville VA 120122
Tha Hon. Kenneth Plum Reston VA 20191]




[Name : {Organization iStreat Address {City {State {Zip |
s i

The Hon. Kristen Amundson Mt Vernon VA 22121
The Hon. Laurie Cole Vienna Town Council Vienna VA 22180
The Hon. Linda Puller Mt Vernon VA 22121
The Hon. Linda Smyth Fairfax County BOS Fairfax VA  |22031
The Hon. Lindy Hockenbery Falls Church  [VA  |22046
The Horl. Ludwig Gaines Alexandria VA 22314
The Hon. M Polycrones Vienna Town Council Vienna VA 22180
The Hon. M Van Landingham Alexandria VA 22314

“|The Hon, M. Polychrones | -~ - | Virginia Town Councit - - 1Vienna VA |22180
The Hon. Mark Sickles | Alexandria VA 22310
The Hon. Martha Meserve | Falls Church  [VA | 22042
The Hon. Martin Nohe | Woodbridge  [VA {22192
The Hon. Mary M Wipple Aslington VA 22207
The Hon. Mary M. Whipple Arlington VA 22207
The Hon. Maud Robinson Vienna Town Council Vienna VA 22180
The Hon. Maureen Caddigan Woodbridge  IVA {22191
The Hot. Michael Frey Fairfax County BOS Chantilly VA 120151
The Hon. Micheal O'Reilly Mayor of Herndon Herndon VA 20170
The Hon. Michele McQuigg . Occoguan VA 22125
The Heor. Palrice Winter | Fairfax VA 122030
The Hon. Palricia Ticer | ~ Alexandria VA 22314
The Hon, Paul Smedberg ) Alexandria VA |22314
The oy, Penelope Gross Fairfax County BOS Annandele VA {22033
The Hoh. Redelia Pepper ) Alexandria {VA 22304
The Hon. Richard Black ’ Sterling VA 120165
The Ho#. Richard Saslaw Springfield VA 122151
The Hon, Robaert Brink : Arlington VA {22207
The Hon. Robert Horan Jr. Commonweaith's Atiorney {Fairfax VA {22030
The Hon. Robert Hull Fails Church VA |22042
The Hon. Robert Ledarer Fairfax VA 22030
The Hoh. Robert Marshall Manassas VA 20108
The Hoh. Robin Gardner | |Ealls Church VA 22046
The Hon. Ronald Parson | {Falls Church  [VA | 22046
The Hon. Samuel Mabry | Cily of Fails Church Falls Church  IVA 22042
The Hop. Scolt Lingamfeltdr ” Woodbridge (VA 122193

1
H




IName | ! [Organization {Street Address ICity ISiate {Zip |
i !
The Hon. Scott Silverthorme Fairfax VA 22030
The Hop. Sean Connaughion Prince William [VA 122192
The Hoh. Sharon Bulova Fairfax County BOS Burke VA 22015
The Hoh. Stanley Barry Fairfax County Sheyiff Fairiax VA 22630
The Hoh. Stephen Shannoh > Vienna VA [22183
The Hop. Steve Briglia Town of Vienna Vienna VA 22180
The Hoti. Steven Mitchell Town of Herndon Herndon VA 20172
The Hon. Sydney Verinder! Vienna Town Council Vienna VA 22180
The Hobh. Thomas Davis i Washingion |DC 120515
The Hon. Thomas Rust | Herndon VA 20172
The Hoh. Tom Hugo } Centreville VA 122184
The Hoh. Vincent Callahari Mc Lean VA | 22101
The Hon. Vivian Walts | Annandale VA 22003
The Hop. William Howell Fredericksburg IVA  ]22405
The Hon. William Mims » B ‘Leesburg VA 120178
The Hoh. Willian Euille City of Alexandria iAlexandria VA 22301
The Hon. WS Covington Manassas VA 120109
Theresa Adcock Gaffney | ‘Burke VA 22015
Thomas Geib Prince Willlam County C8B Prince William  [VA 22182
Thomas Owens City of Fairfax Fairfax VA 22030
Timothy Yarboro MD - > : Herndon VA 22071
Verdia Haywood | Depuly County Executive Falrfax VA 22035
Vivian Baitz City of Fairfax Fairfax - VA 22030
William!Finerfrock Springfield VA |22153
WilliamiRoseder, Jr. City of Fairfax Fairfax VA 122030
William Shoup z Fairizax County Zoning Fairfax VA 122035
i




[Organization

[Sreet Address

Christ Presbyterian Chuich

Christian Science Church

Chyistian Science Church

Christian Science Church

Christian Way Baptist Street

I

Church of Christ

Church of God Hafzi-Ba

!

Church of Jesus Chrisi of LDS

Church of Jesus Christ of LDS

Church of Jesus Christ of LDS |

Church of Religious Science |

+
i

Church of the Aposties

Church of ithe Good Shepard !

Church of the Good Shepherd United Methodist Church

Church of'the Nativity

Columbia Baptist Church

Community Church of Ged

Community Church of God

1
!
{
!
|

Community of Chyrist

Congregation Olem Tikvah

i

Crossroads Baptist Church

J

Culmore United Methodist Church

Dunn Loring United Methodist Church !

Ebenezeriiorean Church

Eckankar Center

Epiphany Byzantine Catholic

‘Church

Fair Qaks{Church

Fairfax Assembly of God

Fairfax Baptist Church

Fairfax Baptist Temple

|
H
!
|
i
i

Fairfax Christian Church

FFairfax Church of Christ

rFairfax Circle Baptisi uhurch

Fairfax Ld)mmun tity Church_

Fairfax Covenant Church

|City IState |Zip |
Fairfax " Va 22033
Springfield Va 22151
Fairfax Va 2030
Springfield Va 22151
Falls Church Va 22046
Springfield Va 22150
Falls Church Va 22046
Annandale Va 22003
Burke Va 22015
Falls Church Va 22043
Fairfax Va 22030
Fairfax Va 22031
Burke Va 22015
Vienna VA 22181
Burke Va 22015
Falls Church Va 223153
Dunn Loring Va 22081
FFalls Church Va 22041
Springfield Va 22151
Fairfax Va 22031
Balley's Crossroads |[Va 22041
Fails Church Va 22041
Dunn Loring Va 22081
Springfield Va 22151
Annandale Va 22003
Annandale Va 22003
Fairfax Va 22030
Fairfax Va 22033
Fairfax Va 22030
Fairfax Va 22032
Fairfax Va 22031
Fairfax Va 22033
Fairfax Va 22031
Fairfax Va 22032
Fairfax Va 22030




ibi'C;‘&ﬂiZ”ﬁDﬂ |Street Address ICity {State |Zip |
Fairfax Keraan Church ; Fairfax VA 22030
Fairfax Presbyterian Church | Eairfax Va 22030
Fairfax Seventh-Day Adventist Fairfax Va 22031
Fairfax Unjted Methodist Chr | Fairfax Va 22030
Fairlingtony United Mathodist Chus ch Alexandria VA 22302
FAITH Herndon VA 20170
Faith Bible Presbyterian Church | Falls Church Va _ ]22043
Falls Church Falls Church Va 22048
Falls Church Church oi Christ Fails Church Va 22041
Falls Church Presbyterian Church Falls Church Va 22046
Fellowship of Chrisi.an Athits Fairfax Va 22032
First Baptist Church A Springfield Va 22150
First Baptist Church | Falls Church Va 22081
First Baptist Church Springfield Va 22150
First Baptist Church of Springfield Springfield VA 22150
First Baptis. Church of Vienna Vienna VA 22180
First Presbyterian Church Annandale Va 22003
First Presbvterian Church Burke Va 22015
iirst United Methodist Church Falls Church Va 22042
Friendship United Methadist Church Falls Church VA 22042
Galiles Kdrean United Methodist Church Falls Church Va 22042
CGalloway United Methodist Church Falls Church Va 22042
Gideon Koraan Baptist Church Fairfax Va 22030
Glencarlyh Rd Baptist Church Falls Church Va 22041
Global Mission Church Vienna Va 22081
Gad Is Love Baptist Church | Falls Church Va 22042
Good Shepherd Catholic Chuirch Alexandiia VA 22309
Grace Chtistian Reformed Church Burke Va 22015
Grace Preésbyterian Churci | Springfield va 22150
Graham Road United Methodist Church Falls Church Va 22042
Greater Little Zion Bantist Fairfax Va 22032
Grealer Pentecosial Tainnie Fairfax Va 22030
Harvert Chinese {‘nnetlan C,m Fairfax a 22031
r:rdi;' ‘Cross Korean E hplscopa! Cinech ~alls Churen Va 22041
Holy Spirit Catholic Church | Annandale iVa 22003




i

{Organization |Street Address iCity {State |Zip |
Holy Spirit Wasleyan Church | Annandale Va 22003
Holy Trinity Lutheran Church | Falls Church VA 22042
Hope Lutheran Church ! Annandale Va 22003
ldylwood Presbyterian Church Fails Church Va 22043
Iglesia Bautlista Hispana Emapuel Alexandria VA 22309
Iglesia Bautista la Gran , Fairfax Va 22031
iglesis de Dios de La Profecig Alexandria VA 22306
Immanuici Bibie Church Springfield va 22151
Immanuei Church on the Hill | Alexandria VA 22301
immanuel United Methodist Church Annandale Va 22003
Inglesia Ativentists De Falls Church Falls Church Va 22046
Jehovah's Withess Falis Church Va 22041
Jehovah's| Withess Alexandria Va 22301
Jehovali's V' iness Arlington Va 22213
Jehovah's Witness Fairfax Va 22030
Jehovah's Witness Steriing Va 20164
Jehovah's Witness Vienna Va 22182
Jerusalem Raptist Chuich | Fairfax Station Va 22039
Jerusalem Korean Baptist | Fairfax Va 22032
John Calvin Presbyterian Church Annandaie Va 22003
Jordarn Karean Baptist Church Springfield Va 22150
King of Kings Lutheran Churgh Fairfax Va 122023
Knox Presbyterian Church i-aiis Church Va 22042
Korean Evangelical Church Falls Church Va 22042
Korean Methodist Church Annandale Va 22003
Korean Piigrim Community Church Burke Va 22015
Korean Pteshyterizn Church Fairfax Va 220632
Little River United Church of Christ Annandale Va 22003
Living Savior Lutheran Church fFairfax Station Va 22039
Lomax AME Zion Church ! Arlington VA 22206
Lord of Choica Christian Church Burke Va 22015
Lurd of Life Lutherap Churely' Fairfax VA 22032
Marantha 3aotia Chtﬂph Annandale Va 22003
Mcl_ean “orean Pri;;&iyterian Cihurch wieLean VA ?.210'!_1
Meszish Presbyterian Church Annandale Va 22003




[Organization [Street Address [City 1State [Zip |
Messiah United Mehtodist Church Springfield VA 22152
Metronolitan Community Church . [Fairfax Va 22030
Ministerios Cristianos Salem Arlington VA 22203
Mision l.a Experanza Alexandria VA 22306
Mission of Our Lady Fairfax Va 22030
M. Calvary Baptist Church Fairfax Va 22030
Mstc Buddhist Center | Fairfax Va 22032
National Evangealical Free Chirch Annandaie Va 22003
National Gardens Baptist Church Falls Church Va 22042
Nativity Lutheran ' Alexandria VA 22308
Naw Evangelical Church inil Falls Church Va 22043
New Hope Church Springfield Va 22150
Mew Hope Fellowship | Fairfax Va 22033
New Hcpe Fresbyterian Church Fairfax Va 22030
New Life Open Bible Church , Springfield Va 22150
New Mt Zoar Baptist Church | Fairfax Va 22030
Northern Va Korean Presbytarian Church Annandale Va 22063
Northern Virginia Mennonite | Fairfax Va 22030
On Baptist Church § Springfield Va 22151
Parkwood Baptist Church | Annandal® Va 22003
Peace Chyistian Center Church Falls Church Va 22042
Pender United Methodist Church Fairfax VA 22033
Pentecostal Church Lababia Annandale Va 22003
Pentecostal Holiness Church Falls Church Va 22046
Pleasant Valiey United Methodist Church Chantilly VA 20152
Potomac District Council of the Assemblies of God Fairfax Va  ]22030
Prince of Peace Lutheran Church Springfieid VA 22152
Providence Presbyterian Church Fairfax Va [22031
Pure Presbyterian Church | Fairfax Va 220320
Ravensworth Baptist Church| Annandale Va 22003
Rothem Presbyterian Church Annhandale Va 22003
Saint Mary of Sorrows Catholic Church Fairfax Va 22032
Second Bantist Church Fails Church Va 22042
Seoul Presbyterian Crurch Fairfax Saation VA | 22039
Shalom Presbytarian Chuiciy Fairfax {Va 22031




{Organization {Street Address {City {State |zio |
i i
Shepherd's Heart incorporated Fairfax Va 22030
Smith's Chapel United Methodist Church Falls Church Va 22043
Springfield Christian Church Soringfield VA 22151
~Springﬁeld United Methodist Church Springfieid Va 22150
St Albans Episcopal Chirch Annandale Va 22003
St Ambrose Catholic Church | Annandale Va 22003
St Andrews Eniscopal Church Burke Va 22015
St Anthony's Catholic Chuich: FFalls Church Va 22041
St Barnabas Catholic Church! Annandaie Va 22003
St Christopher's Episcopal Church Springfield Va 22150
St George's United Methodist Fairfax Va 22030
St Gregory the Great Church Fairfax Va 22030
St James Catholic Church Falls Church Va 22046
St John's United Methodist Church Springfield Va 22151
St Katherine's Greek Orthodox Church Falls Church Va 22041
St Leo thel Great Cathoiic Fairfax Va 22030
St Lukes United Methodist Church Fails Church Va 22043
St Mark Coptic Orthodox Church Fairfax Va 22030
St Marks Luthran Chureh Springfieid Va 22150
St Mary Orthodox Church | Falls Church Va 22042
St Matthews United Methodist Church Annandale Va 22003
St Michaels Catholic Church | Annandale Va 22003
£t Patrick's Episcopal Churcn Falis Church Va 22042
St Paui's Episcopal Church Bailey's Crossroads |[Va 22041
St Paul's Lutheran Church | Falls Church Va 22043
St Philips Catholic Church | Falls Church Va 22042
St Stephenc United Methodist Church Springfield Va 22151
St Stephens United Methodist Church Burke Va 22015
S*. Andrew's Episcopal Chureh Burke VA 122015
St. Anthony's Catholic Church ralls Church VA 22041
St. John's United Methodist Church Springfied VA 221561
Temple Rodef Shalom ! Falls Church Va 22043
Trinitv Community Church Annandale Va 22003
Truro Epjer - ~airfax Va 22630
Unitarian Universalist Church of Artington Arlington VA 22204




[Organization |Street Address [City {State |Zip |
United Baptist i Annandale VA 22003
United Korean Church ' Annandale Va 22603
University Church of Christ | Fairfax Va 22032
Vietriamese Alliancz Church | Dunn Loring Va 22027
Vineyard Korean Church Annandale Va 22003
| Virginia Korean Bapiist Church Fairfax Staiion VA 122039
Virginia Presbyterian Church | Alexandria VA 122310
Warner Baptist Church | Bailey's Crossroads {Va 22041
Washington Apostolic Church Fairfax Va 22030
Washington Chodae Church | Fairfax Va 22031
Washingtdn Christian Church! Fairfax VA 22039
Washingtdn Saehan Korean Church Annandale Va 22003
Way of Faith Assembly of Godl Fairfax Va 22031
Word of Life Church Intl Fairfax Va 22032
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broammn Anna Stewart

To: Lisz.Collins@inava.com
Date: Thu, Mar 3, 2005 4:05 PM
Subsject: PolyHems informaticn

Hi Lisa - Mary Jane Oldham asked me to detail for you the many ways in which we have publicized your
PolyHeme study and the accompanying community meetings. Working from the outside to the inside, the
list includes:

- press release regarding community mesetings

- press release regarding special news conference with Dr. Fahkry

- blurb in Management Update Weekly, repeated several times (inova Management Team)

- biurb in all hospital newsletters, including Monday Rounds ({FH/AFHC/IHVI), Exchange (IAH), Exchange
(IMVH), Cak Post (IFOH), repeated several times

- biurb in Checknotes (all employees)

As you can see, we have cover :«d all of Inova's internal audiances multiple times, as weil as the
corirmnunity via the press. If you have any other questions, or would like a sample of one of the above
itstns to share with your beard, please do not hesitate to contact me and | can provide one for you.

Arne Stewart

Marketing Communications
inova Health System

2003 Forbes Place
Springfield, VA 22151

Phone: 703.321.2807
Fax: 703.321.2956
anna.stewart@inova.com

ce: MaryJarne.Oldham@inova.com,Deniira.Johnson@inova.com

PelyHe = inform: 7 : :
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Frow s athleer ihomas

Yo inova_Ali

Date: Mon, Mar 7, 2005 1:12 PFM
Suhbjsct Inova in the news...

Be sure to watch your local news tonight on Channels 4, 5, zrid § for a story about a study in which the
Inova Regional Trauma Center at Inova Fairfax Hospital will participate. The study will involve the use of
PolyHeme, an investigational blood subsfitute used to treat seversly injured and bleeding patienis who are
in shock.

Sarnir Fakhry, MD, chief, and Christopher Michetti, MD, trauma surgeon, inova Regional Trauma Center
at Inova Fairfax Hospital both spoke at a news conference explaining the study.

An additional story can be heard this afternoon on WAMU-FM Radio (88.5) between 4 and G p.m.
Kathleen, Thomas

MediarReistions Manager

Inova Health System

703-776-2811

kathileen.thomas@inova.com



Incv» Fairfax Hospital
PolyFieme® Trauma Study

Tnova Fairfax Hospital, Fairfax, VA, is one of a few Level I trauma centers in the Unitec
States considering participation in a research study of an investigational, potentially lite
saving blood substitute for severely injured patients who are bleeding and in shock. Thus
study uses a provisicn for an exemption from informed consent requirements in
accordance with federal regulations (21CRF 50.24) since it is anticipated that patients
will not be able to provide consent due to the nature and extent of their injuries. Patients,
their legally authorized representative, or family member will be notified at the earliest
opportunity of their inclusion and the details of the research study.

Community meetings will be held at Inova Fairfax Hospital, Physician Conference
Center on March 7

March 15

March 22
At 7 PM for all members of the community who are interested in learning more about this
study and to offer feedback to representatives of the Inova Fairfax Hospital.

For more information check the web @: at www.inova.org and look for the PolyHeme
Trial under either Inova News or Health Information, or call Arletta van Breda, RN, 703
504 3071




T Emer . gama e R
CTEEL L L. LS A
LI R RRRRINRE AL L T ERATRL . I UEORSRERE CHFLENGL. . DR

M1iE tisaCor s
H FAIRFAY AL

4ie 3/14/2005 5:16:19 PM
Subject: PolyHeme Community Meetings

R TR LRER

Hi All,

Piease join the Inova Research Center and Trauma Services for a community meeting on Tuesday, March 15th to disiiss the
PolyHere Trial, The meeting wili begin at 7:00 pm in the Physician's Confarence Center. Additional inforimation abutt this trie

can be found at www.inova.org under Heaith Information.

We look forward to seeing you all there anid thaik yoi for your support in advance.
Lisa 3. Collins

Catabase Analyst

3300 Gaflows Road

{falls Church, VA 22012

Work # 703-776-6574
Pager # 703-660-2292

file://C:\Documents¥%20and%208ettings\collilis\Local%20Settings\Temp\GW}00001.HTI1 4/5/2005



Froo: Kin (. cocy

T VanBr -da, Arl=cta
Date: 4/8/2005 2:23:31 PM
Subjech: Re: polyheme ad

£l Tiempc Latino: March 18
Washington Post Express: March 14,
Metro Herald: March 11, 18
Washington Examiner: March 10, 14
L

I}

Korean Times: March 12, 14, 1895,

o~

Thanks,

Kim

17, 21

17, 20

>>> Arletta VanBreda 4/7/2005 11:54:06 AM >>>

HAi Kim;

Mey I obtain the information about the ad, the papers the frequency of tn=z ad

placement?

T need to submit this information to the IRB.

Many thanks

Lrletta vasn Breda, R.N., MSN, CCRC
Clinical Research Manager
703-504-3071 office

703-764-7310 ID# 73527 pager
703-504-32844 fax
arletta.vanbreda@incva.com
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ingva Felrfax Hespital
Prysl.iatie Confarence Canter

Mast with study Investigator Samir Falthry, W2,
25 he and the sty 7 ieam gisc 1sS un investi -
tiorial bloodd substitite 1o ba used ki a researmn
study for patients with sovare [ifures whe ais
blsading or in shock, «d invehdng an exceptls:
from inforined coneent requieme:ts.
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With an Executive MBA from The Ceorge Wnshington

Uproning Information Sessions:

Is DC:

Ved.. Macch 23, 2005 st 6:30 PM

The Geomge Washingan University Club,
1912 F Streer, NW. Washingrom, DC 20052

in VA

Man., Apeil 18, 2005 at 6:30 PM

The Rie Carleen, Tysans Carmer

1700 Tysans Bouleverd, McLean. VA 22102

University, yorsen be reay for tomocow; woda e

Blease regic-er onlime 27
vmasere, ba.g o uedu or
call 1-638-LIA3A-GWID
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Research
News
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MUNITY MEETINGS FOR CLINICAL
TRIAL SCHEDJLED

Inova Fairfax Hospital has been chosen to participate in &
national clinical research study of PolyHeme®, an
investigational oxygen-carrying blood substitute for trauma use.
To comply with federal regulations, which permit this trial to be
conducted without obtaining the informed consent of the
patients enrclled, Inova Fairfax Hospital will hold thice
community meetings on Monday, March 7%, Tuesday, Miarch
15%, and Tuesday, March 22" all beginning at 7 p.m. in the
Physician’s Conference Center.

To learn more about this study, visit www.ingva.orz and look
for the PolyHeme Trial under either-Inova News or Heaith
Information.




NEWS RELEASE - COMMUNITY N-EETING

FOR IMMEDRIATE RET IASE

CONTACT: NAME: Samir Fakbry, M.D. via Arletta van Breda, RN
PHONE 703 584 3071

EMAIL : arletta.vanbreda@inova.cem

INOVA FAIRFAX HOSPITAL INVITES THE PUBLIC TO ATTEND A
COMMUNITY MEETING TO DISCUSS THE RESEARCH STUDY OF AN
INVESTIGATIONAL BLOGD SUBSTITUTE IN TRAUMA PATIENTS
TO BE CONDUCTED IN OUR COMMUNITY

Falls Church, VA-MOWTH, DATE, YEAR -~Trauma-related injuries are a leading cause
of death in Americans under 45 years old, affecting more than 2 million persons annually.
MNearly one in five trauma victime dies as a result of his/her injuries.

INOVA FAIRFAX HOSPITAL invites the public to attend community meetings at
which members of its Trauma Service will explain the details of a nationel research study
to evaluate an investigational blood substitute in scverely injured and bleeding patients
who are in shock. In this study, PolyHeme will be compared to the usual care. Study
treatment would begin before arrival at the hospital, either at the scene of injury or in the
zmbulance, and continue through a 12-hour post iniury period in the hospital. Only
persons over 18 years of age who meet specific study criteria will be eligible for
inclusion.

Thds research study is being conducted in accordsuce with federal regulations permitting
a1 exception from informed consent requirements under 21 CFR 50.24. Samir Fakhry,
M.D., will explain these regulations and the study protocol and the potential risks and
benefits associated with participation. He will be available to answer questions. Your
comments and concerns will be solicited and addressed.
The forum will take place on: March 7~

March 15

March 22
In the Physician’s Conference Center on the Inova Fairfix Campus at 7PM.
I'lease review our web page at www.inova.org and look for the PciyHeme Trial under
either Inova News or Health Information for more information.

Members of the media are invited to cover this event.



CALLNDAR TEM

FOR IMMEDIATE RELEASE
CONTACT: Dr. Sauiir Fakhry via
Arletta van Breda, RN 703 504 3071
Or via the web page:

CALENDAR ITEM/DAY, DATE

Tnova Fairfax Hospital has been chosen to participate in a national clinical research study
of PolyHeme®, an investigational oxygen-carrying blood substitute for trauma use. L:
this study, PolyHeme will be corapared to the usual care. Study treatment would begin
before arrival at the hospital, either at the scene of iujury or in the ambulance, and
contir.ue through a 12-hour post injury period in the hospital. In order to comply with
federal regulations which permit this trial to be conducted without obtainirg the informed
consent of the patients who will be enrolled, Inova Fairfax Hespital will hold three
copumunity meetings on March 7

March 15

March 22 @ 7PM in the Physician Conference Center on the
campus of [nova Fairfax Hospital.

These meetings are being conducted to inform tbe public about the study and these
regulzations, to answer the public’s questions, and to obtain feedback from public about
the study. For further information, please visit their web page: at www.inovea.org anc
look for the PolyHeme Trial under either Inova News or Health Information.

All interested staff and members of the community are invited to attend.



For Immediate Release Kathleen Thomas
March 1, 2005 703-776-2811

Beth Visioli
703-504-3438

COMMUNITY INVITED TO ATTEND PUBLIC FORUM
ON INVESTIGATIONAL BLOOD SUBSTITUTE

Inova Regional Trauma Center 2t Inova Fairfax Hospital
Will Participate in National Study of PolyHeme

Falls Church, VA- Trauma-related injuries are a leading cause of death in Americans under 45
years of age, affecting more than two million persons annually. Nearly one in five travrna
viciims in hemorrhagic shock dies as a result of his/her injuries.

The Inova Regional Trauma Center at Inova Fairfax Hospital invites the public to aitend one
of several community meetings to hear the details of a national research study to evaluzie an
investigational blood substitute in severely injured and bleeding patients who are in shock. In
this study, PolyHeme will be compared to the usual care. Study treatment would begin before
arrival at the hospital, either at the scene of injury or in trausport, and continue through a 12-houc ~

post injury period in the hospital. Only persons over 18 years of age who meet specific study

criteria will be eligible for inclusion.

This research study is being conducted in accordance with federal regulations permitting an
exception from informed consent requirements under 21 CFR 50.24. Samir Fakbry, MD, chief,
trauma and critical care services, Inova Regional Trauma Center at Inova Fairfax Hospital, v/ill

explain these regulations and the study protocol as well as the potential risks and benefits



‘ associated wich particiption. Dr. Fahkry will also be «vailable to answer ¢uestions. Public
comments and concerns will be solicited and addressed.
Whzi:  Community Forum ou Investigational Elood Study

When: March 7, 15, 22
7 p.pa.

Where: Inova Fairfax Hospital
Physicians' Confercnce Center
3300 Gailows Road
Falls Church, VA

Parking is available in the blue visitor's lot. The Physicians' Conference Center is located
across the street from the garage.

For more information, please review our Web page at www.inova.org and look for the
PolyHeme Trial under Inova News or Health Information.

Inova Health System is a not-for-profit health care system based in Northern Virginia consisting

‘ of hospitals and other heaiih services including emergency and urgent care ceriers, homne care,
nursing homes, mental heclth ard blood donor services, and wellness classes. Governed by a
volurtary board of communiiy members, Inova's mission is to provide quality care and improve
the health of the diverse communitizs we serve.

###



l For Iminediate Release
March 2, 2005

Kathicen Thomas, 703-776-2811
Beth Visioli, 703-504-3438

INOVA REGIONAL TRAUMA CENTER
AT INOVA FAIRFAX HOSPITAL

TO HOLD NEWS CONFERENCE REGARDING ITS
PARTICIPATION IN NATIONAL STUDY OF POLYHEME

Blood Substitute Will Be Vsed To Treat Some
Severely Injured Trauma Patients Who Are In Shock

Falls Church, VA — Trauma-related injuries are a leading cause of death in Americans

under 45 years of age, striking more than two million people a year. Nearly one in {ive

trauma victims in hemorrhagic shock dies 2s a result of kis or her injuries.

Inova Regional Trauma Center at Inova Fairfax Hospital will soon begin

severely injured and bleeding patients who are in shock. In this study, PolyHeme® will

e compared to the usual care. Study treatment would begin before arrival at the

articipating in a national research study to evaluate an investigational blood substitute in
p pating 4

hospital, either at the scene of injury or in transport, and continue through a 12-hour post-

injury period in the hospital. Only people over 18 vears of age who meet specific study

criteria will be eligible for inclusion.

WHAT:

WHEN:

WHERKE:

WHO:

News conference to discuss details of PolyHcme smdy
Monday, March 7
10:30 a.m.

Inova Regional Trauma Center at Inova Fairfax Hospital
3300 Gallows Road — Phyzicians Conference Center (lower level)
Falls Church, VA

Samir Fakhry, MD, chief, Trauma and Critical Care Services,
Inova Regional Trauma Center at Inova Fairfax Hospital



Inova Regional i auma Center at Inova Fairfas Hospital will hold several
commurnity meetings to hear details of the national research study. |

This research is being conducted in accordance with federal regulations
permitting an exception from informed consent requirements under 21 CFR 50.24. Samir
Fakhry, MD, chief, Trauma and Critical Care Services, Inova Regional Trauma Center at
Inova Fairfax Hospital, will explain these regulations and the study protocol, as well 2s
the potential risks and benefits associated with participation.

Media may park in the Blue Parking Garage located across from the Physicians
Conference Center.
Inova Heolth System is a net-for-profit health care system based in Norifern Virginia
that consists of hospitals and other health services including emergency and urgent care
centers, home care, rursing homes, mental kealth and blood donor services, and wellness
classes. Governed by a voluntary board of community members, Inova's mission is 1o

provide quality care and improve the health of the diverse communities we serve.
# # #
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POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

Yes No

PN

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

Yes No

4. Do you have any comments or corcermns you wish to share with the investigators?

Age: S] Ethnic background: __£Qu~——"

Gender: Male _ Femal

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



‘ POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

Yes No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

=2 N

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

® 0 =~

4. Do you have zny comments or concermns you wish to share with the investi gators?

M0

Age: @ Etijm'c background: WI’U:@

Gender: Male _ Female )6

Thank yoﬁ for ‘yourrrparﬁcil»:ativon today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

\

Yes No

4. Do you have any comments or concerns you wish to share with the investigators?

Age: (\{3 | Ethnic background: w\(\ki’.a

Gender: Male  Female y

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



‘ POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

o

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

‘ @ No

4. Do you have any comments or concerns you wish to share with the investigators?

, . q
Age: éﬁ Ethnic background: (4 v TS (9

Gender: Male ___lé Female

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

N
I

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

@l No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

A
“Yes / No
S
4. Do you have any comments or concerns you wish to share with the investigators?

Oh A tupe 3 sheds g SScee Nl
~ u ) v

"H,\Ou*’ [A%e) e LEN vt a8 C v den A %} 20 Su »Q.(/:ut\_,k
v )

Ny o n &3 NC N o
-~

Age: 42 Ethnic background: _(oh.te

Gender: Male  Female v/

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



. POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients wouid be
enrolled without giving their informed consent?

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

.Yes No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

’ No

4. Do you have any comments or concerns you wish to share with the investigators?

None = Gl QuueobeNo WiAl -

d o e nnio]

Age: 5_‘5/ Etmuc baékgfoﬁnd: qu ;"C(!;f; - Aﬂ? er ; QO fal

Gender: Male _ Femaﬂ/

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

Yes No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

. ’:‘g/\\ No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

Yes No

4. Do you have any comments or concerns you wish to share with the investigators?

_M%é?&fA 2l e e

Age: o3 Ethnic background: {%(fdﬂ; <

Gender: Male @_

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.




POLYHEME COMMUNITY MEETING FEEBACK FORM

- Please circle-your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

2. If you were severely injured and Bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

(({@ No
..

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

4. Do you have any comments or concerns you wish to share with the investigators?

Age: &X Ethnic background: (oo

g ——

Gender: Male  Female X

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.




. POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

Yes ) No
. .

2. If you were severely injured and bleeding and were being treated by the paramedics i
your community, would you want to be enrolled in this type of study?

yd
<// @ No

—

~

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

® o .

4. Do you have any comments or concerns you wish to share with the investigators?
wtaae A Soevene g Lo d
WO LEANA 2 el -
L OS¢

Age:

Ethnic background: 7A1mw Ao A

Gender: Male  Female &7~

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
olled without giving their informed consent?

No

ed by the paramedics in
dy?

2. If you were sevex
your community; wg

Yes No

and were to be treated

4. Do you have anyg:

Age: 5o Ethnic background: [ Gucesing

Gender: Male  Female ~

Thank your for your participétibn td&ay.
Pleasc call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

o

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

.

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

4. Do you have any comments or concemns you wish to share with the investigators?

Age: Ethnic background:

Gender: Male _ Female Vv

~ Thank you for your participa ion today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

NO

2. If you were severely injured and bleeding and were being treated by the paramedics in
yaur community, would you want to be enrolled in this type of study?

Ye No

3. If a family member of yours were severely injured and bleeding and were to be treated
the paramedics, would you want him or her to be enrolled in this type of study?

Yes No

4. Do you have any comments or concerns you wish to share with the investigators?

T ol 7o F#Ze Lalo ot — Ly peal fieaX

Lo o [zl it e Kpti S o e —
A A2l /z%%f'————l

Age: éﬁ ? Ethnic background: 743/@ o ‘—’M
/
Gender: Male  Fgmalg~

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



. POLYHEME COMMUNITY MEETING FEEBACK FOR™M

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

No

\

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

No

©

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

No

&

4. Do you have any comments or concerns you wish to share with the investigators?

Age: HL Ethnic background:  CPVCXS AN

Gender: Male ¥ Female

" Thank you for youi' particibatibn toda;f -
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

CAYN
(o o

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

TN
g \

ey Mo

4. Do you have any comments or concerns you wish to share with the investigators?

e R S ——— e e e e e e e —— e

Age: 5 )

Ethnic background: ;,d\ij:[

Gender: Male _ Female |~

Thank you for your partictpation today.
Please call Arlefta VanBreda at 703-504-3071 if you have any other questions.



. FOLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?
7 4

,Yés™  No

_—
2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

. g aYes No

L

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

‘ @ No

4. Do you have any comments or concerns you wish to share with the investigators?

e M e e e e

i S Sl i /},_ - -
Age: \)_Z__ Ethnic background: ( JUCASIC N ——

Gender: Male ~ Female .X

Thank _y(;u for your partlclpatlon fbday. —
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMM UNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this conmunity
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

PN
Q@sp No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

"\
Yes No

4. Do you have any comments or concerns you wish to share with the investigators?

Donedits sav O\fﬁﬂ@(ﬁ/’] rrSKS Lf{e-ﬁfw'ngl@?fﬁf
/s CfOMi’? i) bewg*g*f 2/l -

58 Ethnic background: (4L C4.$Ch.en

Gender: Male  Female

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMMUNITY MEETING FEEBACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients wou!d be
enrolled without giving their informed consent?

Gs? N

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

@ No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

Yes No

4. Do you have any comments or concerns you wish to share with the investigators?

-7

Age: 20 Bthnic background: . Juc S 1

e

Gender: Male _ Female / "
 Thank you for your participation today. -
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME COMMUNITY MEETING FEEBACK FGRM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specmca] ly, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

Yes No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your commimity, would you want to be enrolled in this type of study?

CEER TR e

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

(o) W St

4. Do you have any comments OT concerns you wish to share with the investigators?

“AgAe: éj-_: Ethmc ba;;]n;ground @mfs

Gender: Male _ Female /

Thank you for your parﬁcipaﬁén to&éy.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYHEME “OMMUNITY MEETING FEEBAC . FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

@s No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

3

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her tc be enrolled in this type of study?

Yes @

4. Do you have any comments or concerns you wish to share with the investigators?

Age: N Ethnic background: / 4 C /(

Gender: Male Y Female

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



TOUYHEME COMMAUNITY MEETING FEEBACK FC°M

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

Yes No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

Yes No

—

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

" Yes No

4. Do you have any comments or concerns you wish to share with the investigators?

Age: z { Ethnic background: W W
Gender: Male  Female X

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



POLYEIME CCMMUNITY MEETVING FEAZ2ACK FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community

meeting, specifically, a study in which severely injured and bleeding patients would te
..enrolied without giving their infcrmed consent?

Yes No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

Yes No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

Yes No

4. Do you have any comments or concerits you wish to share with the investigators?

Age: Ethnic background:

Gender: Male  Female

rThank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



& YLYHEME CON:fUNITY MEETING FEEBACK FG (M

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

N

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

oo S 9t L w0 Al 2l o A .
oxes No . / U SHele Ytys Tlry) Jheies,
N U

3. If a family member of yours were severely injured and bleeding and were to be treated

by the paramedics, would you want him or her to be enrolled in this type of study?
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4. Do you have a commézts or concerns you wish to share with tHe investigators?

ad
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Age: Y Ethnic background: (A Azt

Gender: Male  Female !'4/

Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



‘ FOLUYHEM:  COMMJUNITY MEETING FEEBZ X FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

agP
&

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, weuld you want to be enrolled in this type of study?

< Yes ) No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

. { Yes } No

4. Do you have any comments or concerns you wish to share with the investigators?

Age: él% Ethnic background:
Gender: Male g(__ Female

" Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



PQLYHEME CCi#sMUNE <7 MEETING FEEBACK 1/ RM

Please circle your answers

1. Would you support conducting a study such as the one déscribed in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

©

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

Yes No

3. If a family member of yours were severely mjured and bleeding and were to be treated
by the paramedics, would you waunt him or her to be enrolled in this type of study?

Yes No

4. Do you have any comments or concerns you wish to share with the investigators?

Age: ﬁl Ethnic background: \,W

Gender: Male ~ Female \(

Thank you for your participation today.
Please call Arletta VanBred - at 703-504-3071 if you have any other questions.



POLYIEME . OMMUNITY MESTING - TEBACK. TORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients wouid be
enrolied without giving their informed consent?

@ No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

No

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

.

4. Do you have any comments or concerns you wish to share with the investigators?

age M Btwicbackgowa:_ D

Gender: Male  Female

N “_;I“I_‘;ank you for your parti(;iﬁétion today.
Please call Arletta VanBreda at 703-504-3071 if you have any other questions.



FEEDBAC:. FORI

Download and save this Microsoft Word decument. Fill out the docuinent, and e-
mail it to Arletta.vanbreda@inova.com.

1. Would you support conducting a study such as the one described in this community,
specifically, a study in which severely injured and bleeding patients would be enrolled
without giving their informed consent? (Type Yes or No in the space below)

YES~

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study? (Type Yes or No in
the space below)

YES

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study? (Type
Yes or No in the space below)

® -

4. Do you have any comments or concerns you wish to share with the investigators?

Age: 50 Ethnic background: Caucasian

Gender: Male ~ Female X

Thank you for your participation today.
Please call Arletta VanBreda at 763-504-3071 if you have any other questions.



T LUYHER. COMMUNITY MEETHY * FEEBA "X FORM

Please circle your answers

1. Would you support conducting a study such as the one described in this community
meeting, specifically, a study in which severely injured and bleeding patients would be
enrolled without giving their informed consent?

No

2. If you were severely injured and bleeding and were being treated by the paramedics in
your community, would you want to be enrolled in this type of study?

No .

3. If a family member of yours were severely injured and bleeding and were to be treated
by the paramedics, would you want him or her to be enrolled in this type of study?

Yes No

4. Do you have anycomments or concerns you wish to share with the investigators?

T

7

Age: 3 l Ethnic background: AMV,&L!.'\_ Sa

Gender: Male  Female /

~ Thank you for your participation today.
Please call Arletta VanBreda at 703-504-3071 if you have any other guestions.



P LYHEME MEDIA INQULL =S

Date Media Qutlet Result
3/3/05 WRC Channe: 4 Story 3/7/05
3/3/05 Washington Business Journal Story 3/25/05
3/4/05 Metro Radio Networks Story 3/7/05
3/4/05 WUSA Channel 9 Story 3/7/05
3/4/05 Washington Examiner Story 3/8/05
3/7/05 | WTTG Channel 5 Story 3/7/05
27765 WAMU Radio 88.5 FM Story 3/7/05
3/8/G5 Kojo Nnamdi Show (WAMU) Story 3/10/05

3/9/05 Connection Newspapers Story 3/17/05



